The assumption that fibromyalgia is associated with a major impact on the utilization of both healthcare and nonhealthcare resources has not been thoroughly supported by evidence-based data. Despite the differences between healthcare and sociopolitical systems in various countries, more recent results from epidemiological research now clearly demonstrate the socioeconomic burden of fibromyalgia and its comorbidities. The costs of the disease, calculated in single studies and countries, allow estimates for populations in other countries. The alarming results highlight the urgent need both for more research (including pathophysiology and epidemiology) and for the acceptance of emerging treatment challenges.
Despite the increasing awareness of fibromyalgia (FM) as a socioeconomic burden, few data exist about its real costs resulting from utilization of both healthcare and nonhealthcare resources at different levels of the healthcare system and in different countries. In the previous issue of Arthritis Research & Therapy, Sicras-Mainar and colleagues reported data from medical practice in a multicenter primary care setting in Spain, covering a primarily urban population [1] . The study analyzed the incremental costs of patients with FM as compared with a reference group of those patients in a healthcare provider's database with no claims related to FM (total n = 63,527 adults, n = 1,081 FM patients). In a subsample of 200 patients, self-perceived health and well-being were evaluated by applying the Fibromyalgia Impact Questionnaire, the Brief Pain Inventory, and the European Quality of Life five-item questionnaire.
For many years there has been agreement about the prevalence of FM being approximately 2 to 3%. The most recent estimates from the United States suggest that FM affects about 5% of all women, and is the third most common rheumatic disorder after low back pain and osteoarthritis [2] . In a more recent study from Europe, the estimated overall prevalence of FM was 4.7% for chronic widespread pain, and was 2.9% when stronger pain and fatigue criteria were simultaneously used [3] . Many experts have shared their impressions about increasing prevalence and enormous costs; however, adequate evidence supporting these feelings for FM overall is missing.
There are few data on the costs of FM and the data differ. The approaches range from analyzing large databases to focusing on small samples. The set of assessment tools is not consistent, the reference groups are different, and some of the studies were performed more than 10 years ago. Finally, patterns of both medical care and sociopolitical procedures in various countries have to be considered. In a Canadian study from 1999, FM patients used about twice the health services and about twice the costs compared with a control group without widespread pain and compared with a control group from a local database [4] . A recent US study, published in 2007, calculated total healthcare costs three times higher in FM patients as compared with a control group of patients randomly selected from a health-insurance database [5] . In the main, the latter results were confirmed more recently [6] . Data acquisition about healthcare resource use by primary care patients in the UK analyzed the number of medical visits, and could demonstrate a reduction of such visits after diagnosis was established. The group did not, however, calculate costs [7] . A survey from the Netherlands found that the average annual disease-related total socioeconomic costs per patient were €7,813 for FM, €8,533 for chronic low back pain, and €3,205 for ankylosing spondylitis -the latter amount was calculated prior to the approval of biologicals for the treatment of ankylosing spondylitis [8] .
compared with a reference group in a European primary care setting [1] . The mean incremental cost in FM patients exceeds those in the reference group by more than €5,000, of which only €600 was for the utilization of healthcare resources. FM patients displayed a higher prevalence of comorbidities than the reference population, had six more yearly medical visits, and showed a higher average of work days missed. They also revealed a higher use of pain-related medication (74% of FM patients used nonsteroidal antiinflammatory drugs). Remarkably, the cost for pharmacological treatment represents only 8% of the total.
It has been calculated that a minimal increase in the Fibromyalgia Impact Questionnaire score (for instance, from 78.9 points to 81.5 points, stepping from one decile to the next -maximum score is 100) increases the costs by approximately €865 per year. This could also be shown to be true for pain severity. An increase of the Brief Pain Inventory score by one point (11-point Likert scale) increases costs by €1,453 per year. The higher the level of impact of the disease on patients' daily lives, the lower the changes in these levels have to be to increase costs dramatically. In agreement with results from another study [9] , the presence of depression and/or anxiety symptoms significantly increased the total costs.
Obviously, there may be improvements associated with FM treatments which may not seem clinically meaningful to those unfamiliar with the condition, but which are clinically meaningful to FM patients. Recent FM research has described clinically relevant changes in this population for FIQ scores [10] .
The data presented in this study should be an emergency signal for all those actively involved in decisions within and about the healthcare system(s) in each country. Assuming that FM is affecting up to 3% of the population, and using the data presented, these estimates have to be translated to annual incremental costs of up to approximately €12billion (€12,000,000,000) for a population of 80 million, for example -of which only €960 million (8%) represent the costs of pharmacological treatment. Furthermore, assuming that patients benefit at least to some extent from pharmacological treatment and that this would decrease the costs due to utilization of healthcare and nonhealthcare resources, it is economically unwise to have no medication approved for the treatment of FM in Europe.
From the results presented, at least four pre-existing challenges have to be emphasized even more strongly.
First, there is still an unmet need for increasing the awareness of chronic pain and comorbidities in FM patients, the impact on their daily lives, and the resulting socioeconomic burden.
Furthermore, costs and the socioeconomic burden have to be analyzed in each country and in different healthcare systems and settings in order to improve evidence-based management of FM.
Third, further research has to be encouraged, targeting both subgroup analyses (impact of comorbidities on the outcome in different domains of the disease) and treatment efficacy (pharmacological and nonpharmacological) when adjusted to these subgroups.
Finally, since patients suffer now, and since the socioeconomic burden is evident, the healthcare system has to provide and to approve treatment according to the best efficacy data available to date.
